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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1 and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Wiess et al. (US 6,251 ,489, hereinafter "Wiess"). 

In regards to claim 1 , Wiess discloses a sterilizable flexible pouch package that 
houses medical devices or instruments (col. 1 lines 10-19). There is a lower web 11 
that is adhered to intermediate web 12 that will support the weight of an object in the 
pouch (col. 6 lines 54-56 and figs. 8-9). The intermediate web 12 is considered the 
protective component that is disposed in the inner surface. The bag has lower and side 
edges that are formed from gas-permeable material and a synthetic resin film with an 
opening in the upper end (col. 4 lines 24-67). The lower web 1 1 is formed from a 
flexible steam-permable barrier web which provides an effective barrier against the 
migration of micro-organisms (col. 6 lines 27-30). Web 12 which is bonded to the inner 
surface of web 1 1 will support the weight of an object in the pouch (col. 6 lines 52-56). 
The layering system can be seen in figures 2-4, and it can be seen that the web 12 is 
bonded to the gas permeable material and will catch the contents of the bag (figs. 2-4). 

In regards to claim 8, Wiess discloses that the protective component is a 
multilayer film (col. 4 lines 31-61). 
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In regards to claim 1 1 , Wiess discloses that the protective component is made to 
be pervious to permit the sterilizing fluid to pass through the web (col. 9 lines 18-21). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Wiess et 
al. (US 6,251,489, hereinafter "Wiess"). 

In regards to claim 12, Wiess discloses the bag as previously presented but is 
silent with regards to the type of medical instruments contained within the bag. Wiess 
discloses that the invention relates to packages that permit sterilization of heavy objects 
(col. 1 lines 16-19). The packages are designed to with stand large weights and oddly 
shaped instruments, thus it would be obvious to one of ordinary skill in the art that the 
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packages of Wiess could withstand a the 
scalpels, tweezers, forceps and scissors. 
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of smaller weight objects such as 



6. Claims 9-1 0 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Wiess et al. (US 6,251 ,489, hereinafter "Wiess") in view of Ota (JP 08-1 68518). 

Wiess discloses the bag as previously present but is silent with regards to the 
folding of the protective component. 

Ota discloses a bag for sterilization for forceps, tweezers, scissors, etc. [0001]. 
The bag is comprised of a natural synthetic resin film [0014] adhered to a back side 
sheet of material that is gas-permeable [0023 and 0026]. The bag has an opening at 
the top (drawing 4). The bag has damage prevention means by having a basilaris ossis 
occipitalis (boat bottom) formed at the bottom of the bag [0016]. This provides for 
standing of the bag and the contents of the bag will hit the lower part of the bag, which 
receives the weight [0036]. Since, the bag is formed from natural synthetic film the bag 
will not separate, thus preventing the contents of the bag from puncturing the bottom of 
the bag [0036]. The bottom of the bag is formed from folding a third piece of rectangle 
natural resin [0013]. The piece is folded in half so that it may become symmetrical by a 
line parallel to said two sides of opposite and that it can be positioned so that it may be 
put between pieces of a rectangle of two, and a field which sandwiches said inward line 
for this 3rd piece of rectangle to form the boat bottom[001 1]. The examiner would also 
like to draw the attention to drawing 7 and the lines that are present for the folding 
explained previously. The examiner considers this mountain and valley folding based on 
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the definition that mountain folding is folding away from the outer layer and valley 
folding is folding towards the outer layer. 

Ota discloses that pouch package can be square, oval, round, and of virtually 
any desired shape (col. 1 2 lines 1 5-1 8). It would be obvious to one of ordinary skill in 
the art to use the folding techniques of Ota with the packaging system of Wiess to form 
a package that has enhanced strength and permeability that can be used for the 
sterilization of medical instruments such as scalpels, tweezers, forceps and scissors. 

Response to Arguments 

7. Applicant's arguments with respect to claims 1 and 8-12 have been considered 
but are moot in view of the new ground(s) of rejection. 

8. Claims 2-7 have been cancelled. 

Conclusion 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ELLEN S. WOOD whose telephone number is (571)270- 
3450. The examiner can normally be reached on Monday-Friday 7-5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carol Chaney can be reached on 571-272-1284. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Ellen S Wood 
Examiner 
Art Unit 1794 
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Supervisory Patent Examiner, Art Unit 1794 



